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1. Elucidation of Structure 

Ramelteon is an indan derivative, with one asymmetric carbon at the 1 -position of the 
indan backbone. The compound is produced selectively as the (^-enantiomeric form. 
In addition to expectations that the established synthetic route will produce a compound 
having the claimed structure, the chemical structure of ramelteon was also confirmed by 
elemental analysis, various spectral analyses (UV, IR, NMR and MS) and an X-ray 
structural study. Further evidence for the claimed structure of ramelteon is provided by 
characterization studies that were performed for the key intermediate, (S)-AMI-HC1, 
which are described in Report M- 1 1 -00744 located later in this section. 

Ramelteon lots M375-S02 (used for all studies except the X-ray structural study) and 
M375-S03 (used for X-ray structural study), each having a purity of 99.8%, were used 
for the characterization studies described in this section. The data from the studies 
establish the structure of ramelteon shown in Figure 1. Analytical results for the 
reference standard lot are found in Tables 1 and 2. 
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Figure 1 Structure of Ramelteon 



